
December 8, 1998

Food and Drug Administration
Center for Devices and Radiological Health
Oi%ce of Health and Industry Programs (HFZ215)
1350 Piccard Avenue
Rockville Center, MD 20850

To Whom It May Concern:

“51 3(e) Petition”

The accompanying documents support our Petition for Reclassification of Fiber Optic Light
Sources.

If the documents require clarification or if additional information is required please contact me at
606-231-0338 or FAX 606231-0376,

Ira Cooper’
Presidek/CEO

QED,Inc.
750EnterpriseDrive,Lmington,KentuckyUSA40510
(800)513-2256● (606)2314338● Fax(606)231-0376



PETITION FOR RECLASSIFICATION OF A MEDICAL DEVICE

It is requested that the Classification of Fiber Optic Light Sources,
78 FCW-Regulation 876-1500 be changed from Class 11@ Class 1.

The referenced Light Sources are not implantable devices; are non-
invasive; do not come in contact with the patient’s body, are not life
sustaining or life supporting.

The light sources do not require special controls, and are approved
under UL Safety Standards for Medical Devices, UL 2601.
There is no potential hazard to the patient or the medical personnel.
There is sufficient information to determine that general controls
are sufficient to provide reasonable assurance of safety and
effectiveness.

EUROPEAN UNION MEDICAL DEVICESDIRECTIVE93/42EEC
ANNEXIVCLASSIFICATIONIII NON-INVASIVEDEVICES 1.1
Rule 1. States:
“All non-invasive devices are Class 1 unless one of
the rules set out hereinafter applies:
Non-invasive devices intended for channeling or storing blood,
body liquids or tissue, liquids or gasses for the eventual
infusion, administration or introduction into the body which
would be Class 11.”

The CDRH checklist “General Device Classification”
questionnaire states that if the device is:
● Not life supporting
● Not a device for a use which is of substantial importance in

preventing impairment of human health.
. Does not present a potential unreasonable risk of illness or

injury.
. There is sufficient information to determine that general

controls are sufficient to provide reasonable assurance of
safety and effectiveness, then the Device is Class l.”

The 8?6. 1500 light sources conform to both of the above criteria.

While it4s understood that FDA (CDRH) would not lower its
standards if it was necessary to meet the European Directives, it is



felt that both the EU MDD and the CDRH checklist describe the
876.1500 light sources.

We do not recommend exemptions to Registration, Records and
Reports or cGMP/ Quality Systems.

W.D REdD
Director,
Regulatory Affairs
QED Inc.
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DEPARTMENTOF HEALTH ANO HUM4N 3ERVICE8
PUBLIO HEALTH SERWOE - FOOD ANO DRffi ADMINl$~TION I FORM APPROVEO OMB NO. CSID-C138

EXPfRATIOFJDATE JmIafy 1,2003 I
GENERAI. DEVICE CLAfMlF!CA7’10N WEST!ONNAIRE

PANEL MEMBER / PETITIONER

q FD i~~ , 7WJ kA-c@#?k?/.m .!2%
4@s/~7ud

GENEqlC TYPE OF WV’ICE
+C{ dfl/ o

I ClA881FtCATtON REC

/q/z?.G-/e az~c L GH 7-JOL6RCCY
1. 18THE DEVICE LIFE43USTAINING OR UFE-SUPPORTING 7

2. f8 THE DEVICE FOR A USE VVHIOh IS OF SUSBTA,XWIL IMPORTANCE IN
PREVENTING lWAIRMENT OF HLfMAN HEALTH ?

3, DOES THE DEVICE PRE5EINT A POTENllAL UNREASONABLE R18KOF ILLNE88
OR NQJURY?

4. DID YOU ANSWER ‘YES’ TO ANY OF THE ABOVE 3 QUESTIONS ?

6. fS THERE 8UFFICIENT INFORMATION TO ~ERMINE THAT GENERAL
CONTROLS ARE SUFFICIENT TO PROVIDE REASONABLE A8SURANCE OF
SAFETY AND EFFEcTWENESS ?

6. IS THERE SUFF/Cl!?NT INFORMATION TO ESTABLISH TO
PROVIDE REABONMLE ABSURANCE OF SAFETY AN

7. 18THERE 8UFFICIENT INFORMATION TO ESTABUSH
PROVIDE REASONABLE ASSURANCE OF SAFETY AN
IF YES, CHEOU THE SPECIAL OCNTROL(S NEEDED

1REASONABLE ASSUR4NOE. FOR CLA88 L

•1
•1
❑
•1
❑

c1

PostmarkedSufvadlanca

Perfomwwe Btadard(s)

Pahnt Reglatriea

Devlca Trading

Testing Guiddinm

Other (spaclfy)

8. IF A REGLL4TORY PERFORfd&40E STANDARD IS NEEDED TO PROVIDE
REA8CNABLE AS8URANCE OF THE SAFETY AND EFFECTIVENEB8 OF A 0LAB8
II OR Ill DEVICE, IDENTIFY THE PRIORITY FOR ESTABLISHING SUOH A
8TANDARD.

•1 Imw Priority

❑ Wctium Pm@ J /’-)

❑ Hgh Priority y-
v /

U Nd ~pliibha

9. FOR A DEVICE RECOMMENDED FOR REIW18BIFICATION INTO CLA88 11,
SHOULD THE RECOMMENDED REGULATORY PERFORMANCE STANDARD BE IN
PLAGE BEFORE THE REOLA881FICATION TAKES EFFECT?

10.FOR A DEVICE RECOMMENDED FOR CLASSIFICATION I REOLASSFH&A$~;;NTO
CLASS 11{.iDENTl~ THE PRIORllY FOR REOUIRlt@ PREfA4RKH
APPUOATION (pMA) SLJBMISSIONS.

•1
•1
•1
❑

Lcw Pfiority /

Medium Prlorily f A

High Priody Iy/fl ,

Nol Ap@caMe

(* OMB Statement cmPaga 2)

/ a/c7--y$zF
MMENDATiCf4

❑ YES NC

P

❑ YES ❑ NO

Go to Item 2.

Qo tD km 3.

Go to ftem4.

lf”Ye$,”gotoltem7.

If “No,”go to Pm 5.

If ‘Yea;’ Chaaify In CXaas1. ,

If ‘740: go to Item 6.

if‘Yea,”go toItem7.

If ?40,” Claaaify in aasa 1.

f “YeS,” CIaa$ify h CJW [1

f “N07 Oiaaaify in Clam 1(1
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Ila. WTHEREO~ENISEBER~N~Wm~EOFKSS~E~WD
EFFECTIVENESSWITHo~ RES~WmwONnS SALE.DWTRIBUI’ION ORUSE, V u~ if ‘Ye!l’’goto ttwrl 12. , .

BECAUSE OF ANY POTE~A~ FOR H~ EFFECT OR THE 00LL4TERAL
MEASURES NECES94RY FOR THE DEVICES USE?

if “No,”,w to Item 1lb.
,

1lb. ICHOlw THE NEEDED RESTRICTION(S) (Ifksnr 1fa. was checked ‘WO.’~

a Onty upon the wltten or oral authcsiza!!imof a preditioner licensedby law to
admlnlatw or use the detiw

a Uaeonlybyperaono WI ,Padti.training or _ienca In its use

❑ Use only In CedainfadEtle9
jJP

❑ Other (Spa@)

)
12. COMPLETE THIS FORM PURSUANT TO 21 OFR PART 8S0 AND SUBMIT TO:

Food and I)rug Administration

Center for Dev!cee and Radiological Health

C)flloe of t-(ealth and Indu&ryPrograms (HFZ-21 5) .:

1350 Piccard Drlvs

Rookville,MD 20850
—

OMB STATEMENT

Ptiblk reporting burden for fhls 0011ectkn et Information IS estimated to avarage 1.2 hours per reapmae, includingthe flrrw for rrrAeMng
Insbwdions. aearchlng exkting dah acurms, gathering end mainlining the data n~ed, end wpleting and m“~ng the odledbr! d Infonmtkrn.
Send oomments regarding this burdenash-ale or any othar aapacf of this callediom of infwmation,Indudhg suggaations for radudfig thie burdm b

. . . . .

DliHS Rqwta Claarance Oftker, Ps@rwwk Radu&m Prcjed (0910-013S)
Hubad H. hnphrey Bullcftng,Rown 531-H
2C0 lndapendsnoeAvenue, S.W.
Washington,DO 20201 .
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Supplementary Data Sheet
Summary of Reasons for Classification

1.

2.

3.

4.

5.

a.

b.

c*

d.

6.

7.

.

Is device an implant? /@

Indications for use prescribed, recommended, or suggested in the device’s
labeling that were considered by the panel Ho

t

Identification of any risks to health presented by device

General

Specific Hazards Characteristic or Feature of Device
to Health

/
Associated with Hazard

a.

/“ d. —.

Recommended panel classification and priority

Classification Priority (Class II or [11 Only)

(2 fir..” ._z5

If device is an implant, or is life-sustaining or life-supporting, and has been
classified in a category other than Class 111, explain fully reasons for the
lower classification with supporting documentation and data

. .

~j

,
. .

—
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8.

9;

10.

a.

b.

c.

L

Summary of data including clinical experience ~fim~upon which

qlassif ication recomq”endation is based

(;L/d&A/ @-%4--a2 -
of any needed restrictions {n the use of the. device

1

If device is in Class 1, recommend whether FDA should exempt it from:

Registration

Records and Reports

Justification/COM MEN~

a.
,.:
b; “ Z2%3C24747’&uL%?.D

i,
Good Manufacturing Practice c.

Existing standards applicable to the device, device suba=embues
(components), or device materia~ (Pa~ts and acce~ri~)

i-,

. .

. .
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CLASS[FICATION QUESTLONNAIRE 11’0W4

.
/“

tledical Gevice Classtfiu:ion System

panel 14ember: Date: /A/fl~y

Device: X%GR (Z@ ~1 c // &H 7 -&O ,fA?cE.-—
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- (g) would s“dndard be ec!eauate?

.-
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‘xl 1

Yes ,

> . Remote tram body?
~ ~~o)

{eS--i
.-

6. Pcwered? %1
Yes--9 No-13

9. failure Oi power: haZadOUS to pazlent? “

Iy ) “
D% 10
No

10.Lntroauce energy ln~o badY? txl i [Tt$--ll NO—13

}) Acceptable energy levels?
,.

.
I
;:$) 12

-rZ.>are energy ievels If malrune~ion? Yes -

)
13

w
~~..waterlal reiarded M sa~e UI’UIWC standard:

. .
(

J $YK

_l&.Proscrlpzions nesded?
?;-” M ii

Yes

limitation, hazwds, dlfftcu ties. orablem~ t:o IS
73.L30ellng, lm:nscclons or precautions OJI

measurement funct!on? 1/ & 16
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I

.
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~.
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, 3![!(
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-. DEPARTMEN7 OF HEALTH AND HUMAN SERVICES
PUBUC HEALTH SERVW - FOOD AND DRUG ADMINtSTRAT’10N

FORM WPROVED OMBNO.0S1D413S

EXPIRATION DATE January 1, ZOOU

SUPPLEMENTAL DATA SHEET (ss9ONBStatsmrltonF%@2)

@?@ 77C r oOK c &-~
2. ADVISORY PANEL

Pew. Q@?t’ii=
3. IS DEVICE AN M#ANT 7 —

a Y“

4. INDICATIONS FOR USE PRESORI13ED,REOOAA4ENDED, OR SL!GGES7ED IN THE DEV!CE’S LABEUNG WAT WERE CONSIDERED BY THE ADVISORY

p ‘“--RzP7~-'-`"-""'H~-""-"-~$-B"-~-"""--""-'-""----'--"--"..+, -------------------------------------------

—.-— . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . , .- ..,._-._ . . . . . . . . . . . . _____ .__. ---- . . . . . . . . . . . .-, ------ _____ ., ., --_. ”-----_____..._.,._-..,.,

1 --.--- ..--- ...--- .--_ -._..-.._._..---- .-_.-.-._..___.. _._".. _-._.. ___- .. - _ -._--_ -.-_ -. _.". _ .-. _._-. .___ -_.-. "._ --_. _. _.. .

1---.“. - . . ...!----- . . . . . . . . . . . . . . . . .-- . . ..-- .---- . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ________ ..-. ---, --.--- . . . . . . . ,-, __-.,___ . . . . . . . . . . . . . . . .._. -..,... ”..” . . . ..-.. ”----

5. IKIENTIF!CATION OF ANY RISKS TO HEALTH PRESENTED BY DEVICE

I Ganeral_-._-..._m.--._........-.--m.._-.-...jvhl@-..........................................................—-..—... ......---—-,._-...._.--------,.-_...--.--.--..+. ..........,,_-...._,-,----

I
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I
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I ---- ....--....-_..- _-___-...--__-._---__....-..-..-.-.-_......__---.__.____---._-.--___.-.__.-......_....-.__.----.___-.-._ -.-_.--_.....-"___

I SW&C HazardstoHsalth Cb!acwistlm of Fsstursa of Device Awxksbsd with Hazard
—.

a.

/

-_--__----._-...-_..g_.____..._-_-...-__.,_.-.__.__. ; ~__:___+L_._#___ ____...-___-_-..-.,

+db. ____ -._-..--. -.-.,. . .. ....._-. ..--. ___._._--. .._. _.-_. -_.-_.-_.. . _ _- __-. _..._ – _..-_.--,. _-,___ ....-. --____ -.-... _..

c. —. .. ..----- .. ..-..—.——,------- ___________ _______________ __________ _--. -.-. _. ..__ ______ ,-.c.

d. ________-._,_.,._,.-..-.-_-_-_.-._.-._-..-.-__.m__-_,. d. -- ———.. ...--- ..—---- —_...-_.- .___ .”_-._. _--.. _.-. . .... . . .

6. RECOMMENDED ADVISORY PANEL CMSSIFIOATION AND PRIORiTY

] --a . . . ... .. .. ... .. . .. . . ... ...... .... . . ... .. .... . . Priority(C&Is IIcflttOnly].__._.._._...._L______– _____

I
7. IF DEVtCE IS AN IMPLANT, OR IS !JFE-SUSTAINUW OR UFE.WPPORTINQ AND HAS BEEN CLABStFiED IN A CATEGORY OTHER THAN CLASS Ill, EXPLAIN

FULLY, ?l+E REASONS FOR THE LOWER CLASSIFICATION WITH SUPPORTW cOOUMENTATION AND DATA

- —---------- . ... ....... ... ....-.- _,,____ __.. ---------- _- ._______.”_ ___ -,_____.—,.---s..., ___ _.--- .”__,_________ —--., --
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-.--_---_-......--.-.".. -.-.. _- . . . . . . . ..__ . ..-. -.-- . . .._. -__- __-. ---. -... "---------------------------------------------------------------------
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---- _.-..___- _.-. -,.-.....-.....-.-.__ ._.___ --.-.-...--_..-._-. _____ ....-.__.__ ".. - .. ..-______ .--_ -. .-"-. -. -..--- . . .. .- . - .& --------------------

8. SUMMARY OF INFORM4WCN, INCLUDING OLINICAL EXPERIENCE OR JUDGh4E,NT,UPON wHICH CLASSIFICATION REC0Mh4ENDAT~N IS &4SED

I
-.---.__..-,..._.---....-" -----------------------------------------------------------------------------------------------------------

I
---------._-._._-_.-.-..”___________,----------_..-_..”___,.”.”_”____________.-,----_______._.-__ --.,________---,________ ..___

I -----.-.—..—---------.--.—-—--—___._..---____”---..........._,.-.!_____________ -.,_______------------,...-— ---.--”----- _____

-— --- ,--._-, _. _________ ,______ ,_______.___.x---.,___________ —....----— -..-.-—-------,,-—,_.—_-..——— —....-- —--..——--—_.
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-- ....--- .- _-_--_..__________________________________-— —- —-. --—__ —— ____________ ----- --—— -.

--. -- —— ___________________________________ -_ —-_____ .-_-- ________, _._--, ,......,—.-. -------

9. lDENITFIOATION OF ANY NEEDED RESTRICTIONS ON WE USE OF THE DEVICE

I -----.----_.-.-_______--_-......___.-.____..&DA+----—---.--—-—--.-y.,..-.-----_______________________---

I -----------.-____——--—-__________-,------- _..—--—.--.---__..__.__.....___...-_-_-___--—
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10. lFDEVlCElSlNCtASSl,RECOMMENDWHElHERFDAS4+OULDEXEMPTlTFROM
JuatiiYcaiiorr/Gmmrent9

❑ aReQiMtlcn/04cetiding. --------J”------------------- ..___.--_---._---.-._-.-.-.-..-...,----,-----.+"..

{

~ b. Pwmerket !+odfkath . . . . .. ... .. . ... . . . . ... . . . .ddQ..z_._.@&_<?_.-E-cE_.eL._@.5:-_.-._-.-_.._..._.-..._-.

PHHM6 c~❑ o. Records and Reporb . .... . . . .._ _.- ...._."----------------------------------------------------

J❑ d God Manufacturing f?rack&.,...__-_.. . .. .. .. .. .. . ... . ..... . . . .... . ..... . . . .. .. . . .. . ... . .. . . . . . . . . . . . ..... . . . . .. ... . . . . . ... .. . . .. .. .. . .. ..... .

11. EXISTING STANDARDS APPLIOASLE TO THE DEVICE, DEVICE SUSASSEMSLIES (Cornpwmt$; OR DEVIOE MATERIALS (Parts and Ames60rles)
——

—-. .. ...—--—. —.,.” . . ..- —. — . . ..-- . . ...” . . . . . ..-_ . -_-- . ..-.. _ ..-- _____ -.--__ .___. _..____ . ..__.. _ . . ..-.. _ .-. -_ .. -_ .. _ .- . ..."... . . . . . . . . . . . . . .

... ... ... . ...... ..... . . ............ . ... .... ..... . .. . .. .-..- ... . ...-.. —..—-.._... -—_—_—,..-. . ..--- . ..---.. ..——,-- ....--...- . ....—-- ...... ........----

—..---.—. ..... ......-..--—..-..-..-.-.. —------- ... .....—---... ... ... . . . ...—-..”... --—__ ..-. -..- . . ..- —.-. . . . . ..”.. —-. . . ..-. - . . . ..-- ..-....”- --- .-.. -. —.- —-

---... —-—-—--. ”,-. . . . . .-— . . . . . - . . ..-- .—-—-. --... -... -._--- .-”.. —___ . ..----... --. -.". -.--. ---. --"-------------------------- . . . . . . . .

12. COMPLETE THIS FORM P(JRSUANT TO 21 CFR PART W! AfW SUBMIT TO:

Fcod and Dwg AdmkWratlon
Center forDevlcea and Radologlod Health

Offioe of Health and Im!uetry Programs (HFZ-215)

1350 Piooard Drive

Rookville, MD 20850

OMB STATEMENT

PuMk reporting burden tof thle oolleotkm Of lnf~n a ~dmat~ to nwage 1-2 houm ~ response, Indudlng the Ume for rdawing
Inatructirns, searting axkting dam SOUW. gath~g md main~[nlng tie x n~~, ~d rnm~ting and W.ewlng the CCJldon of Information.

Send comments regarding thk burden edlmete & any othw ●8WU & Lh!sco!ledkn of inhw60rI. [ndudlngsuggestims & rdudng this bwden W

DHHS R- Clearance Ofricer,Pepemwk %&@iOll Pr@ed (CKMW13SI
Hubarl H. HumphreyBufldiog,Room SW-H
200 IndependenceAvenue, ~’U.
Waahlngtoo,DO 23201
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